BOYTE CQONG HOA XA HOI CHU NGIIIA VIET NAM

CUC QUAN LY DUQC Pdc lip - Ty do - Hanh phiic
Sé: 304 /QP-QLD Ha Ngi, ngdy 4 thdng 3 ndim 2016
QUYET PINH

V& viéc ban hianh danh myec 02 thufic sin xuft trong nwéc (thube c6 hoat chiit,
phdi hyp hoat chéit hodic dgng bio ché lin dau Aing ki tai Vift Nam - sb diing
ky b hifu lyc 02 n&m) duwge cip s6 ding ky lwu hanh tai Vigt Nam- Det 154

CUC TRUONG CUC QUAN LY DUQC

Céin ¢ir Luit Duge ngay 14 thang 6 nim 2005;

Ciin ¢ir Nghj dinh sé 63/2012/NB-CP ngy 31/8/2012 ctia Chinh phi: quy dinh
chirc néng, nhigm vy, quyén han va co ciu td chirc cla BH Y té;

Can cir Quyét dinh sb 3861/QD-BYT ngly 30/9/2013 ciia B truémg B§ Y
té vé viéc quy dinh chirc nling, nhiém vy, quyén hgn va co cdu td chire cla Cyc
Quén Iy Duge thuje B§ Y té;

Cin cir Thong wr s 44/2014/1T-BYT ngdy 25/11/2014 cia B Y té qui djnh
vidc diing ky thude,

Cin cit ¥ kién ctia Héi dbng tr vén cép s& diing ky lwu hinh thubc BS Y té;

Xét @2 nghj clia Phong Ping ky thude- Cyc Qudn Iy Dugr;
QUYET PINH:

Pitu 1. Ban hanh kém theo Quyét dinh ndy danh myc 02 thubc sin xuét trong
nuée (thube c6 hogt chét, phdi hop hoat chét hojic dang bdo ché 1an dau ding ky tpi
Viét Nam - sb ding ky c6 hiéu lyc 02 n&m) duge clp sb ding ky luu hinh tai Vigt
Nam - Dot 154,

Dibu 2. Céng ty sin xudlt vi cong ty diing ky ¢é thudc luu hanh phdi in sb
ding ky duge By Y ¢ cdp 1én nhin thudc va phii chip hinh ding céc quy ché cb
lién quan 16 sén xudt va luu hinh thube. S6 ding ki 6 ky higu QLDB-...-16 ¢6 gid
trj 02 néim ké tir ngdy ky Quyét dinh.

Ditu 3. Trong qué trinh hru hanh, nhi sin xufit phai két hgp véi céc co sé
diéu trj & thyc hién theo diing céc quy dinh hién hinh v& thubc ké don v theo dai
hi¢u lye, 46 an todn, the dung khéng mong mudn clia thube trén ngudi Vigl Nam.
Céng ty ding ky c6 trich nhiém tdng hop céc béo cdo cia cdc don vj trén vé Cyc
Quén 1§ Duge theo ding quy djnh hién héanh mdi 06 thing mét 14n.

Pitu 4. Quyét djnh nay b higu lyc ké tir ngdy ki ban hanh.



Diéu 5. Gidam dbc So Y té cac tlrvi, thanh pho trwc thudc trung wvong va giam
déc cong ty san xudt va cong ty dang ky co thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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- Nhir Biéu 5;
- BT. Nguyén Thi Kim Tién (dé b/c);
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- Cac bénh vién, Vién c6 givdng bénh tryc thudc BYT;
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- Lwu: VP, KDD, BKT (12b).



BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phtc

DANHM U”2 111000 SAN XUAT TRONGNwéc Dwoc CAP s6 DANG KY HIEUL yc 02 NAM
(THUGC CO HOAT CHAT, PHOI HOP HOAT C A T HOAC d AITG BAO Clt6
LAN DAU BANG KY TAI VIET NAM) - BOT 154
Ban hanh kém theo quyét dinh s8:S2ifJQD-QLD, ngay/0..7/..i0 /'6
T N Pharma (B/c: Ap 2. X& Tan Thanh Tay-Huyén Cd
Chi-Thanhph6 HB Chi Minh - Viet Nam) (Ble: Ap AN Tayaye

" Tdy-Huyén Cu
Chi-Thanhphd HO Chi Minh - Viét Nam) Sl

Hoat chat chinh - Dangbao Tudi Tisu Quy cach

STT Tén thubc . X ax .
Ham luvong ché tho chuan déng goi S6 dang ky
1 Abalamzi Lamivudin 150mg; Vién nénbao 36 TCCS Hop 3 vi, 6 vi X QLDB-549-16
Zidovudin 300mg;  phim thang 10 vién (vi
Abacavir (dwoi dang nhém - nhém
Abacavir sulfat) hodc vi nhém -
300mg PVC); Hop 1
chai 60 vién
(chai nhua
HDPE) *

N _ CPDP Gia Nguyén SD/CI Buong YP6, KCN Yén Phong, xa Bong
Phong, huyén Yén Phong, tinh Bac Ninh - VietNam

IBA o N 3 ypd, KCN Yén Phong, xa Bong
hong, huyén Yén Phong, tinh Bac Ninh-Viét Nam)

Hoat chédt chinh - Dang bao Tubi Tiay Quy céach

Ham luvgng ché tho  chuan déng géi S6 dang ky

STT Tén thudc
2 Nozeytin-F Moi lo 15ml chtta:  Hn dich xit 24 Tccs Hop 1lo X 15 QLDB-550-16
Azelastin mii thang mi '
hydroclorid 15mg;
Pluticason propionai
5,475mg; QuOTyg
thng moi lieu xit
chira: Azelastin
hydroclorid
137mcg; Pluticason
propionat 50mcg)
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